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DETAILED ACTION 

Response to Arguments 

1. The rejections under 35 U.S.C. 112 1 st paragraph regarding claims 11 and 16 have been 
overcome by the amendment filed 2/26/2008. 

2. The double patenting rejections have been overcome by the amendment filed 2/26/08. 

3. The rejections under 35 U.S.C. 102 have been overcome by the amendment filed 
2/26/2008. 

4. The rejections under 35 U.S.C. 103 have been overcome by the amendment filed 
2/26/2008. 

Claim Objections 

5. Claims 1 , 7-13, and 1 5-24 are objected to because of the following informalities: non- 
elected subject matter exists within these claims. Appropriate correction is required. 

Maintained Rejections 
Claim Rejections - 35 USC § 112 

6. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

7. Claims 1-13, 15-18, 23, and 25-27 are rejected under 35 U.S.C. 112, first paragraph, 
because the specification, , while being enabling for the preparation of the parent compounds of 
formula I, does not reasonably provide enablement for the solvates of the compounds of formula 
I. The specification does not enable any person skilled in the art to which it pertains, or with 
which it is most nearly connected, to make and/or use the invention commensurate in scope 
with these claims. 

The factors to be considered in determining whether a disclosure meets the enablement 
requirements of 35 U.S.C. 112, first paragraph, have been described in In re Wands, 
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858 F.2d 731, 8 USPQ2d 1400 (Fed. Cir., 1988). The court in Wands states, 
"Enablement is not precluded by the necessity for some experimentation, such as 
routine screening. However, experimentation needed to practice the invention must not 
be undue experimentation. The keyword is 'undue', not 'experimentation'" (Wands, 8 
USPQ2sd 1404). Clearly, enablement of a claimed invention cannot be predicated on 
the basis of quantity of experimentation required to make or use the invention. "Whether 
undue experimentation is needed is not a single, simple factual determination, but rather 
is a conclusion reached by weighing many factual considerations" [Wands, 8 USPQ2d 
1 404). Among these factors are: (1 ) the nature of the invention; (2) the breadth of the 
claims; (3) the state of the prior art; (4) the predictability or unpredictability of the art; (5) 
the relative skill of those in the art; (6) the amount of direction or guidance presented; (7) 
the presence or absence of working examples; and (8) the quantity of experimentation 
necessary. 

Consideration of the relevant factors sufficient to establish a prima facie case for lack of 
enablement is set forth herein below: 

(1) The nature of the invention and (2) the breadth of the claims: 

The claims are drawn to compounds with core comprising pyrazole connected to pyridine or 
benzene, depending on what group variable R 1 is. 

(3) The state of the prior art and (4) the predictability or unpredictability of the art: 

Vippagunta et al. state (page 18, section 3.4): "Predicting the formation of solvates or 
hydrates of a compound and the number of molecules of water or solvent incorporated into 
the crystal lattice of a compound is complex and difficult." Each solid compound responds 
uniquely to the possible formation of solvates or hydrates and hence generalizations cannot 
be made for a series of related compounds." 

(5) The relative skill of those in the art: 

One of ordinary skill in the art is a chemist who is familiar with the synthetic procedures 
shown in the specification. 

(6) The amount of direction or guidance presented and (7) the presence or absence of 
working examples: 

The specification has provided guidance for the preparation of parent compounds of claim 1 . 
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However, the specification does not provide guidance for the formation of solvates. 

(8) The quantity of experimentation necessary. 

Considering the state of the art as discussed by the references above, particularly with 

regards to claims 1-13 and 15-22 and the high unpredictability in the art as evidenced therein, 

and the lack of guidance provided in the specification, one of ordinary skill in the art would be 

burdened with undue experimentation to practice the invention commensurate in the scope of 

the claims. 

This rejection is maintained because applicants have not shown that compounds are 
able to form solvates. The sections cited by applicants in Vippagunta et al. only teach general 
conclusory statements about solvate or hydrate formation. Applicants have to show that 
compounds of the instant application are able to form solvates or hydrates to overcome this 
rejection. 

Conclusion 

8. No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Noble Jarrell whose telephone number is (571) 272-9077. The examiner 
can normally be reached on M-F 7:30 A.M - 6:00 P.M. EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mr. James O. Wilson can be reached on (571) 272-0661. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you 
would like assistance from a USPTO Customer Service Representative or access to the 
automated information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Noble Jarrell/ /James O. Wilson/ 

Examiner, Art Unit 1624 Supervisory Patent Examiner, Art Unit 1624 



